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Alexandria, VA 22313-1450 

PRE- APPEAL BRIEF REQUEST FOR REVIEW—ARGUMENTS 

Applicants request review of the final rejection of claims 1-33 in the above- 
identified application. These claims, as they appear in the Listing of the Claims on pages 
2-6 of the Amendment and Response filed July 31, 2007 were rejected in the Final Office 
Action mailed September 26, 2007. 

Claims 1-33 were rejected under 35 U.S.C. § 103(a) as being unpatentable over 
Arcia et. al. (U.S. Patent No. 6,358,258 "Arcia") in view of Miller et. al. (U.S. Patent No. 
6,709,442 "Miller"). In particular, the Examiner asserts that "it would have been obvious 
to one of ordinary skill in the art to replace needle 270 and suture 272 of Arcia with 
hollow needle 54, clip 10, and pusher 52 as disclosed by Miller for two purposes: 
eliminating the tying knot because tying knot is time consuming and providing the 
advantage of the clip assume a shape that automatically applies to the layers of tissue an 
appropriate hemostatic compression which is relatively independent of tissue thickness as 
suggested by Miller." (Final Office Action, p. 6). This rejection is respectfully traversed. 

First, neither the Arcia reference nor the Miller reference disclose both clips and 
barbs as provided in each of the independent claims (1, 17, 22 and 28) of the instant 
application. The Examiner alleges at Page 2 of the Final Office Action that the Nitinol 
needles 270 of Arcia are barbs. In support of this allegation, the Examiner states, "Arcia 
clearly discloses needles 270, wherein the needles piercing through the graft, therefore, 
the needles is equivalent to the barbs structure as claimed by the applicant." However, 
Arcia discloses the needles 270 as carrying sutures. Col. 9, line 58. Arcia discloses 
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needle 270 as purportedly being advanced through a first portion of a guide channel, 
through a graft body duct and through a second portion of a guide channel. Col. 10, lines 
1-6. There is no mention or suggestion in Arcia as to how the needle 270 could be used 
as a barb nor does the Examiner set forth how the needle could be utilized as such. The 
assertion that the needle 270 can pierce through a graft and therefore is equivalent to a 
barb is not supported in the reference or in the knowledge generally available to one 
skilled in the art. Rejections on obviousness grounds cannot be sustained by mere 
conclusory statements; instead there must be some articulated reasoning with some 
rational underpinning to support the legal conclusion of obviousness. KSR Int 7 Co. v. 
Teleflex Inc., 127 S. Ct. 1727. Also, in the Examination Guidelines for Determining 
Obviousness in view of the KSR decision, the USPTO has noted that the key to 
supporting any rejection under §103 is the clear articulation of the reasons(s) why the 
claimed invention would have been obvious. 

Furthermore, Arcia does not disclose a plurality of self-closing clips and a 
plurality of barbs being separate from the clips, let alone clips that are ejectable from the 
support structure independently of the barbs as set forth in Claim 1 . For argument's sake, 
if the needle 54 of Miller were to replace the needle 270 of Arcia as suggested by the 
Examiner, Applicants are unclear as to how the modification would read on Claim 1 
since the Examiner has asserted that needle 270 of Arcia is a barb. Assuming the clip 10 
of Miller were to be ejected out of needle 54, which the Examiner has suggested as a 
replacement for the "barb", it is unclear how clip 10 could be ejected independently of the 
alleged "barb" since it would be ejected out of the "barb". 

In addition to the lack of disclosure of both clips and barbs in either the Miller or 
Arcia references, there is no incentive to modify the Arcia reference in the manner 
suggested by the Examiner. Specifically there is no reason or suggestion either in the 
references themselves or in the knowledge available to one skilled in the art to 
incorporate Miller's hollow needle 54, spring shaped fasteners 10 and pusher 52 into 
Arcia. For example, Arcia' s suture can be tied into a loop to secure the graft to a second 
body duct. But no explanation of how Miller's fastener 10 would provide a similar loop 
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to secure the two tubular members together has been provided. Even assuming arguendo 
that Miller's needle 54 could replace needle 270 of Arcia, there is no explanation of how 
the fastener 10 of Miller, having now undergone the tortuous path of Arcia' s needle 270, 
would fasten anything upon exit from the hollow needle. Miller merely discloses 
delivering spring shaped clips (e.g. fasteners 10) or suture element 236 through a tube. 
Even if Miller's clips were formed from memory shape material, it does not necessarily 
follow that they are self-closing clips as claimed by Applicants. 

Furthermore, as Applicants explained in the Response and Amendment mailed 
July 31, 2007 at page 10, the Arcia embodiment illustrated in figures 8-14 and referenced 
in the Final Office Action does not teach deploying needles and sutures through channels 
240 and 250 to secure the graft to a vessel because the suture guide channels are 
inoperative or not enabled for this purpose. No structure has been described to enable 
positioning second guide portion 250 inside the graft as shown in figure 1 1 of Arcia nor 
has the Examiner articulated how the Arcia embodiment could accomplish the stated 
purpose. Accordingly, Arcia should not be relied on as teaching deploying needles and 
sutures through guide channels to secure the graft to a vessel. Moreover, if the needle 54 
of Miller were to replace needle 270 of Arcia, there remains the issue of the inoperability 
of Arcia. That is, there is no suggestion as to how the hollow needle of Miller could be 
passed from guide portion 240 through a graft and into second guide portion 250. The 
needle 54 of Miller does not remedy the deficiencies of Arcia. 

The Supreme Court in KSR noted that the analysis supporting a rejection under 
35 U.S.C. §103 should be made explicit. Thus, it remains necessary to identify some 
reason that would have led a person of ordinary skill in the art to modify the teachings of 
a reference in a particular manner in order to establish prima facie obviousness. In 
addition, if the proposed modification would render the prior art invention being 
modified unsatisfactory for its intended purpose, then there is no suggestion or 
motivation to make the proposed modification. M.P.E.P. 2143.01V. citing In re Gordon, 
733 F.2d 900, 221 USPQ 1125 (Fed. Cir. 1984) Applicants respectfully submit that the 
Examiner has neither articulated nor made explicit either reasons or factors which would 
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have led a person of ordinary skill in the art to modify Arcia in the manner suggested. 
Also, the modifications proposed by the Examiner, as explained above, would render the 
Arcia device inoperable since the there is no explanation of how the graft G could be 
joined to the body duct B by the replacement of needle 270 and suture 272 with needle 54 
and clip 10 of Miller. Therefore, Applicants respectfully submit that prima facie 
obviousness has not been established. As discussed above, the cited art does not disclose 
or suggest all the limitations of claims 1-33. Withdrawal of the 35 U.S.C. § 103(a) 
rejection of claims 1-33 is therefore respectfully requested. 

Applicants respectfully submit that the claims are in condition for allowance, and 
notification to that effect is earnestly requested. The Examiner is invited to telephone 
Applicants' attorney at (763) 505-8418 to facilitate prosecution of this application. 

If necessary, please charge any additional fees or credit overpayment to Deposit 
Account No. 13-2546. 

Respectfully submitted, 
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